ABSTRACT (Maximum 200 Words)
The current study is testing the feasibility and preliminary efficacy of soy supplementation to decrease risk of breast cancer by reducing breast density in individuals with >50% breast density on mammography and who are at elevated risk for breast cancer. One hundred women will be randomized to either 25 g/day of soy protein or placebo (milk protein). The randomized placebo controlled design will allow for comparative toxicity and efficacy determinations using patient symptom scores and validated quality of life tools. Biological endpoints, including mammographic breast density, breast cytology, urinary estrogen metabolites, and blood serum biomarkers (IGF-1/IGF-BP 3), will be evaluated. Feasibility will be assessed by measuring the rate of recruitment, the percentage of women consuming at least 80% of the expected number of protein packets, and the dropout rate. Currently 14 women have been randomized and 7 more are scheduled to attend screening or randomization clinic visits in the next two months. 
Introduction
The PREVENT study is testing the feasibility and preliminary efficacy of soy supplementation to decrease risk of breast cancer in women who are at elevated risk for breast cancer based on the Gail model and have > 50% breast density on mammography. One hundred women will be randomly assigned to 25 g/day of soy protein or a placebo (milk protein) for the 6-month study period. The randomized placebo controlled design allows for comparative toxicity and efficacy determinations using patient symptom scores, validated quality of life tools, and adverse event profiles.
Biological endpoints, including changes in mammographic breast density, breast cytology, urinary estrogen metabolites, and blood serum biomarkers (IGF-1/IGF-BP 3, hormone levels) will be evaluated.
Accomplishments. Challenges and Future Goals
Over the past year, recruitment has been the biggest challenge. During the first 2 months of recruitment, initial screening interviews were conducted with 41 women and of those more than half were found to not meet the study inclusion criteria. Of the 17 women who were found to be eligible, 14 stated they were not willing to join the study for various reasons. The majority of the eligible women who refused participation stated specifically that they did not want to risk random assignment to tamoxifen. Overall, the refusal rate of eligible women was approximately 90%. After careful review, it was decided that the refusal rate for the current study was unacceptable.
The study protocol was revised in the early part of this year primarily by dropping the tamoxifen arm of the study. Approval of the modified protocol was received from all necessary parties in the end of April 2003. The refusal rate for the study has dramatically decreased since the introduction of the revised protocol and as of September 2003 it is at 30%. Despite the increased interest in the study as a result of the deletion of the tamoxifen arm, timely recruitment of study participants is still a challenge. A new recruitment strategy was developed earlier this year in response to this challenge. The San Francisco Mammography Registry (SFMR) is a database containing information on persons receiving mammograms at a variety of public and private health care institutions in San Francisco. In cooperation with the SFMR we developed a direct mailing, inviting women who meet basic eligibility criteria found in the SFMR database to participate in screening for the study. Use of the SFMR database allows us to recruit women from a wide range of ethnicities and socioeconomic backgrounds as the registry includes women seen at clinics primarily serving patients on Medicaid and the uninsured. We obtained separate IRB approvals from all institutions participating in the collection of data for the SFMR before accessing the database and mailing letters to women. We mailed letters containing stamped refusal postcards to women in the SFMR who met our eligibility criteria and had expressly provided consent to be contacted about other studies on their SFMR questionnaire. Our first direct mailing took place in June of this year, with a second wave of letters mailed in August and plans for another set of letters to go out in the next month. As a result of the modified protocol and targeted recruitment methods, accrual of study participants has been consistent over the quarter. Currently 14 women have been randomized in the study with another 7 women completing the screening process.
Key Research Accomplishments
Development and implementation of a direct mailing for recruitment of women 
Reportable Outcomes
There are no reportable outcomes at the time of this report. Samples will be tested at the end of the study in order to reduce inter-assay differences. A description of the activities performed over the last year and plans for the completion of the research goals in the upcoming year can be found in an earlier section of this report
Conclusions
In the 6 months following approval of the revised protocol, we have implemented a new recruitment strategy and randomized 14 women. Four more randomizations are scheduled in the next month. All of our available appointment slots are filled and we continue active outreach to keep our recruitment on track. Data collection and editing are proceeding smoothly and archived specimens are ready for analysis. Once the first 10 participants have completed their closeout visit, we will send the first batch of specimens for laboratory analysis.
